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§ 868.1975 Water vapor analyzer.

(a) Identification. A water vapor ana-
lyzer is a device intended to measure
the concentration of water vapor in a
patient’s expired gases by using tech-
niques such as mass spectrometry.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[47 FR 31142, July 16, 1982, as amended at 61
FR 1119, Jan. 16, 1996]

Subpart C—Monitoring Devices

§ 868.2025 Ultrasonic air embolism
monitor.

(a) Identification. An ultrasonic air
embolism monitor is a device used to
detect air bubbles in a patient’s blood
stream. It may use Doppler or other ul-
trasonic principles.

(b) Classification. Class II (perform-
ance standards).

§ 868.2300 Bourdon gauge flowmeter.

(a) Identification. A bourdon gauge
flowmeter is a device intended for med-
ical purposes that is used in conjunc-
tion with respiratory equipment to
sense gas pressure. The device is cali-
brated to indicate gas flow rate when
the outflow is open to the atmosphere.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[47 FR 31142, July 16, 1982, as amended at 61
FR 1119, Jan. 16, 1996]

§ 868.2320 Uncompensated thorpe tube
flowmeter.

(a) Identification. An uncompensated
thorpe tube flowmeter is a device in-
tended for medical purposes that is
used to indicate and control gas flow
rate accurately. The device includes a
vertically mounted tube and is cali-
brated when the outlet of the flow-
meter is open to the atmosphere.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[47 FR 31142, July 16, 1982, as amended at 61
FR 1119, Jan. 16, 1996]

§ 868.2340 Compensated thorpe tube
flowmeter.

(a) Identification. A compensated
thorpe tube flowmeter is a device in-
tended for medical purposes that is
used to control and measure gas flow
rate accurately. The device includes a
vertically mounted tube, with the out-
let of the flowmeter calibrated to a ref-
erence pressure.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[47 FR 31142, July 16, 1982, as amended at 61
FR 1119, Jan. 16, 1996]

§ 868.2350 Gas calibration flowmeter.

(a) Identification. A gas calibration
flowmeter is a device intended for med-
ical purposes that is used to calibrate
flowmeters and accurately measure gas
flow.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[47 FR 31142, July 16, 1982, as amended at 61
FR 1119, Jan. 16, 1996]

§ 868.2375 Breathing frequency mon-
itor.

(a) Identification. A breathing (venti-
latory) frequency monitor is a device
intended to measure or monitor a pa-
tient’s respiratory rate. The device
may provide an audible or visible
alarm when the respiratory rate is out-
side predetermined limits.

(b) Classification. Class II (perform-
ance standards).

§ 868.2450 Lung water monitor.

(a) Identification. A lung water mon-
itor is a device used to monitor the
trend of fluid volume changes in a pa-
tient’s lung by measuring changes in
thoracic electrical impedance (resist-
ance to alternating current) by means
of electrodes placed on the patient’s
chest.

(b) Classification. Class III (premarket
approval).

(c) Date PMA or notice of completion of
a PDP is required. No effective date has
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been established of the requirement for
premarket approval. See § 868.3.

[47 FR 31142, July 16, 1982, as amended at 52
FR 17735, May 11, 1987]

§ 868.2480 Cutaneous carbon dioxide
(PcCO2) monitor.

(a) Identification. A cutaneous carbon
dioxide (PcCO2) monitor is a
noninvasive heated sensor and a pH-
sensitive glass electrode placed on a
patient’s skin, which is intended to
monitor relative changes in a
hemodynamically stable patient’s cu-
taneous carbon dioxide tension as an
adjunct to arterial carbon dioxide ten-
sion measurement.

(b) Classification. Class II (perform-
ance standards).

[54 FR 27160, June 28, 1989]

§ 868.2500 Cutaneous oxygen monitor.

(a) Cutaneous oxygen monitor for an in-
fant patient who is not under gas anes-
thesia—(1) Identification. A cutaneous
oxygen monitor for an infant patient
who is not under gas anesthesia is a de-
vice that uses a noninvasive sensor
(e.g., a Clark-type polarographic elec-
trode) placed on the patient’s skin and
that is intended to monitor relative
changes in the cutaneous oxygen ten-
sion in an infant patient who is not
under gas anesthesia.

(2) Classification. Class II (perform-
ance standards).

(b) Cutaneous oxygen monitor for all
other uses—(1) Identification. A cutane-
ous oxygen monitor for all other uses
is a device that uses a noninvasive sen-
sor (e.g., a Clark-type polarographic
electrode) placed on the patient’s skin
and that is intended to monitor rel-
ative changes in the cutaneous oxygen
tension in a noninfant patient or in
any patient, including an infant, who is
under gas anesthesia.

(2) Classification. Class III (premarket
approval).

(c) Date PMA or notice of completion of
a PDP is required. No effective date has
been established of the requirement for
premarket approval for the device de-
scribed in paragraph (b)(1). See § 868.3.

[47 FR 31142, July 16, 1982, as amended at 52
FR 17735, May 11, 1987]

§ 868.2550 Pneumotachometer.
(a) Identification. A pneumotacho-

meter is a device intended for medical
purposes that is used to determine gas
flow by measuring the pressure dif-
ferential across a known resistance.
The device may use a set of capillaries
or a metal screen for the resistive ele-
ment.

(b) Classification. Class II (perform-
ance standards).

§ 868.2600 Airway pressure monitor.
(a) Identification. An airway pressure

monitor is a device used to measure
the pressure in a patient’s upper air-
way. The device may include a pressure
gauge and an alarm.

(b) Classification. Class II (perform-
ance standards).

§ 868.2610 Gas pressure gauge.
(a) Identification. A gas pressure

gauge (e.g., bourdon tube pressure
gauge) is a device intended for medical
purposes that is used to measure gas
pressure in a medical gas delivery sys-
tem.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[47 FR 31142, July 16, 1982, as amended at 61
FR 1119, Jan. 16, 1996]

§ 868.2620 Gas pressure calibrator.
(a) Identification. A gas pressure cali-

brator is a device intended for medical
purposes that is used to calibrate pres-
sure-measuring instruments by gener-
ating a known gas pressure.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[47 FR 31142, July 16, 1982, as amended at 61
FR 1119, Jan. 16, 1996]

§ 868.2700 Pressure regulator.
(a) Identification. A pressure regu-

lator is a device, often called a pres-
sure-reducing valve, that is intended
for medical purposes and that is used
to convert a medical gas pressure from
a high variable pressure to a lower,
more constant working pressure. This
device includes mechanical oxygen reg-
ulators.
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